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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.1 36 (a). In no event however, may a reply be timely filed after SIX 16) MONTHS from the 
mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply end will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 ) |x) Responsive to communication(s) filed on Oct 8, 2002 



2a) S) This action is FINAL. 2b) □ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD, 11; 453 O.G. 213. 

Disposition of Claims 

4) 5(1 Claim(s) 1-8 is/are pending in the application. 

4a) Of the above, claim(s) is/are withdrawn from consideration. 

5) D Claim (s) is ' are a,,owed - 

6) B Claim(s) U8 _ . is/are rejected. 

7) □ Claim (s) . is/are objected to. 

8) D Claims are subject to restriction and/or election requirement 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are a) □ accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
1 1 )□ The proposed drawing correction filed on is: a)D approved b)D disapproved by the Examiner 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) D Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some* c)D None of: 

1 . □ Certified copies of the priority documents have been received. 

2. □ Certified copies of the priority documents have been received in Application No. . 

3. □ Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
*See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 1 19(e). 
a)D The translation of the foreign language provisional application has been received. 

15) D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. §§120 and/or 121. 
Attachment! s) 

1 ) □ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) Paper No(s). 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Informal Patent Application (PTO-1 52) 

3) □ Information Disclosure Statement(s) (PTO-1 449) Paper No(s). 6) Q Other: 
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Art Unit: 1647 



DETAILED ACTION 

1 . Receipt of Applicant's arguments and amendment, filed on 08 October 2002 in Paper No.9, 
is acknowledged. Claims 1 and 2 have been amended and claims 5-8 have been added. Thus claims 
1-8 are pending and under consideration. 

2. The following previous rejections and objections are withdrawn in light of Applicants 
amendments filed in Paper No.9, 10/08/02: 

(I) The rejection of claim 1, made under 35 U.S.C. § 112, second paragraph for re citing "NHP". 

(II) The rejection of claims 1 and 2 made under 35 U.S.C § 1 02(b) as being anticipated by Hillier 
et al (05/16/1997). 

3. The text of those sections of Title 35, U.S. Code not included in this action can be found in 
a prior Office action. 

4. Applicant's arguments and amendment filed in Paper No.9, 10/08/02, have been fully 
considered but were deemed persuasive in part. The issues remaining are restated below. 
Claim Rejections - 35 U.S.C § 101/112 

5a. Claims 1-4 stand rejected under 35 U.S.C. 101, and new claims 5-8 are rejected under 35 
U.S.C. § 101, for reasons of record, set forth in the office action mailed on 07/02/02 in Paper No:8, 
pages 2-5, and reiterated here, because the claimed invention is not supported by either a specific and 
substantial asserted utility or a well established utility. Applicants submit the following arguments 
regarding to this rejection. 
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I. While citing various case laws, Applicants state that the "threshold of utility is not high" and 
to violate 35 U.S.C.§ 101 the claimed invention "must be totally incapable of achieving a useful 
result". Applicants argue that the Examiner has failed to establish that the claimed polynucleotides 
and the encoded polypeptide is totally incapable of achieving a useful result. This argument is not 
found persuasive. The Examiner has established that the claimed polynucleotide (which Applicants 
describe as encoding a novel human proteins), is not supported by either a specific and substantial 
asserted utility or a well established utility, because the specification does not establish a nexus 
between the claimed invention and a physiological process, neither does it disclose any specific 
information of the protein encoded by the claimed nucleic acid. Although, all DNAs can be used 
as hybridization probes, and all polypeptides can be used to make antibodies, however, these utilities 
are neither specific nor substantial. 

II. Applicants assert that this case is similar to in re Br ana, in which the Federal Circuit 
admonished the P.T.O. for confusing "the requirement under the law for obtaining a patent with the 
requirement for obtaining government approval to market a particular drug for human consumption". 
Applicants are correct in that the requirement of obtaining a patent is not the same as that of 
obtaining an FDA approval, however, instant case is not similar to in re Brana, because, in In re 
Brana, 34 USPQ 1436, 1441 (Fed. Cir. 1995), compounds with specific structure and specific 
activity were claimed. Thus, in that case evidence of success in structurally similar compounds was 
relevant in determining whether one skilled in the art would believe an asserted utility; therefore, an 
implicit assertion of a tumor target was sufficiently specific to satisfy the threshold utility 
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requirement. Furthermore, in re Brana, provided test results showing that several compounds within 
the scope of the claims exhibited significant antitumor activity against standard tumor model in 
vivo. However, instant Applicants do not provide an activity for the protein encoded by the claimed 
polynucleotide, nor do they provide the physiological significance of this protein, only, an assertion 
is made that the protein of the instant application is similar to CD82 family of proteins. 
III. Applicants argue that the action recognizes that the proteins of the instant invention are 
membrane proteins similar to CD82, a family of proteins with a common, well established specific 
and substantial utility. Applicants submit sequence comparison of SEQ ID NO:2 of the instant 
Application to those of IPI00083978.2, asserting that the claimed sequences are similar to those of 
CD82 antigen, also known as inducible membrane protein R2, C33 antigen, IA4, metastasis 
Suppressor Kangi and Suppressor Tumorigenicity-6. Thus Applicants conclude that given the 
convincing evidence that the protein of the instant invention is a membrane protein similar to CD82, 
it clearly has credible utility. This argument is not deemed persuasive. Contrary to Applicants 
argument, the office action mailed office action mailed on 07/02/02 in Paper No:8, only recognized 
that the specification described the novel human proteins encoded by the claimed nucleic acid as 
having structural similarity with membrane receptors such as, but not limited to mammalian CD82 
and CD37. However, upon examining the sequences submitted by the Applicants, it appears that the 
polypeptide of SEQ ID NO:2 of the instant application is not related to the CD82, because the 
submitted sequences have no homology to instant SEQ ID NO:2. Sequences search for the 
polynucleotide of SEQ ID NO:l and the polypeptide of SEQ ID NO:2, reveal that instant SEQ ID 
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NO:l and SEQ ID NO:2 share 100% homology to a BCL-like polynucleotide and polypeptide, 
respectively, (see attached copy of the comparison of SEQ ID NO: 1 claimed in the instant invention 
and the sequences of the references (SEQUENCE COMPARISON 'B' and "C"). Thus, instant 
specification as originally filed, failed to disclose that protein of the instant invention is a member 
of the CD82 family. Even if the protein of the instant invention is a member of the CD82 family, 
Applicants have not demonstrated that there is a common biological activity for all the members of 
this family. 

IV. Finally, Applicants argue that, as just one of example of utility for the present nucleotide 
sequences is that they can be used to track the expression of the genes encoding the described 
proteins, as a gene chip format to provide high throughput analysis of the level of gene expression. 
Applicants contend that such "DNA chips" clearly have utility as evidenced by hundreds of issued 
patents. Applicants also argue that the present nucleotide sequences are human membrane proteins 
similar to CD82 antigen and provide unique identifier of the corresponding gene. This argument is 
also, not deemed persuasive. No meaningful information will be obtained from tracking the level 
of expression of the claimed nucleotide, because there is no physiological or biological significance 
attached to these nucleotides or the encoded proteins. The first requirement is that one must know 
the biological significance of the polynucleotide(s) which is(are) being evaluated. Without this 
information, the results of the transcript image are useless because one would not know if the 
polynucleotide expression should be increased or decreased or even what significance could be 
attributed to such changes in expression profiles. Applicants' assertion that "DNA chips" have utility 
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is correct, however, instant application is not claiming "gene chips", (devices not much larger than 
postage stamps, that are based on a glass substrate wafer and contain many tiny cells - 400,000 is 
common, each holding DNA from a different human gene). The Patents listed by Applicants-all 
describe a pioneering and efficient means of large scale production of miniaturized oligonucleotide 
arrays for sequencing, diagnostic and forensics analysis. Thus, the fact that the claimed nucleotide 
can be used in a DNA chip, does not provide the claimed sequences with specific and substantial 
utility, because without knowing the significance of the instant polynucleotide or the activity of the 
encoded protein, using the claimed polynucleotide in a gene chip would not yield any useful 
information. 

Therefore, the isolated nucleic acid comprising the nucleotide sequence set forth in SEQ ID 
NO: 1, encodes a polypeptide of as yet undetermined function or biological significance, thus, unless 
Applicants demonstrate the physiological significance or the biological role of the instant 
polynucleotide and the protein it encodes, the claimed invention is not supported by either a specific 
and substantially asserted utility or a well established utility. 

The claimed invention stands rejected under 35 U.S.C. 1 12, first paragraph, since the claimed 
invention is not supported by either a specific and substantial asserted utility or a well established 
utility for the reasons set forth above, one skilled in the art clearly would not know how to use the 
claimed invention. 
Claim Rejections - 35 U.S.C §112 
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6a. The rejection of claim 2 made under 35 U.S.C. 1 12, second paragraph, for reciting " 

hybridizes under stringent conditions....", is maintained for the for reasons of record, set forth in the 
office action mailed on 07/02/02 in Paper No:8, page 6. Applicants amend claim 2 by reciting 
"highly stringent". Applicants assert that support for the hybridization conditions is provided in the 
specification on page 3, lines 30-33, however, the instant specification only gives exemplary 
hybridization conditions. To obviate this rejection, Applicant must recite the specific highly stringent 
conditions. 

New rejections necessitated by Applicant's amendments: 
Claim Rejections - 35 U.S. C. § 101 

7. 35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of matter or any 
new and useful improvement thereof, may obtain a patent therefor, subject to the conditions and requirements of this title. 

7a. Claims 6 and 8 are rejected under 35 U.S.C. 101 because the claimed invention is directed 

to a non-statutory subject matter. Claims 6 and 8 recite "a cell ", which encompasses the cell, as 

it occurs in nature, for example, as a gene therapy patient. However, since Applicants do not intend 
to claim a naturally occurring products amendment of the claims to show the hand of man would 

obviate this rejection. It is suggested that claims 6 and 8 be amended to recite " an isolated cell 

"■ Appropriate correction is required. 

Conclusion 

8. No claim is allowed. 
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9. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time policy 
as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE MONTHS 
from the mailing date of this action. In the event a first reply is filed within TWO MONTHS of the 
mailing date of this final action and the advisory action is not mailed until after the end of the 
THREE-MONTH shortened statutory period, then the shortened statutory period will expire on the 
date the advisory action is mailed, and any extension fee pursuant to 37 CFR 1.136(a) will be 
calculated from the mailing date of the advisory action. In no event, however, will the statutory 
period for reply expire later than SIX MONTHS from the mailing date of this final action. 
Advisory Information 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Fozia Hamud whose telephone number is (703) 308-8891. The examiner can 
normally be reached on Monday-Thursday from 8:00AM to 4:30PM (Eastern time). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, 
Gary Kunz, can be reached on (703) 308-4623. 

Official papers filed by fax should be directed to (703) 308-4227. Faxed draft or informal 
communications with the examiner should be directed to (703) 308-0294. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the Group receptionist whose telephone number is (703) 308-0196. 

Fozia Hamud 
Patent Examiner 
Art Unit 1647 
26 December 2002 
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